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DETAILED ACTION 

The Preliminary Amendments filed 1 1/9/01 and 2/26/02 have been entered. Claims 29- 
38 are currently pending and under examination. 



1. 



Claim Rejections - 35 USC § 112-Deposit Requirement 

The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

person skilled in fhe art o^iZS S "f T " » ^ 

make and use the same and shall setTrTl' k , ' ' S m0St nearl y co ™ected, to 
carrying out his invention ^ beSt m ° de contem P^^ by the inventor of 



2. 



Claims 3 1-33 are rejected under 35 TT s r 1 1 o « * 

j ea unaer 35 U.S.C. 1 12, first paragraph, as containing subject 

matter winch was not described in the specification in such a way as to enable one skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and/or use the 
invention. 

™e specification lacks compiete deposit information for the deposu of*^ strain 
NCI. Because i, is „„, elear rha, the properties of N.caninum strain NC-1 are known and 
pubhc.y avanable or can be reproducibly isolated f rom „ anire witllout undue experimentation 
and because claims 3,-33 specific^ require tbe use of said strain, a suitable depos,, for patent 
putposes is required. Exact relation of the strain is an unpredictable event. 

If.be deposit has heen made under (he provisions of the Budapest Treaty, filing of an 
affidavit or deration by applicant or assiwlees or . „ y ^ ^ ^ ^ ^ 

authority and control over the conditions of me deposit over his or her signature and ration 
number stating that me deposit ha. h K „ accepted by an Intentional Depository Authority under 
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the provisions of the Budapest Treaty, that all restrictions upon public access to the deposit will 
be replaced if viable samples cannot be dispensed by the depository is required. This 
requirement is necessary when deposits are made under the provisions of the Budapest Treaty as 
the Treaty leaves this specific matter to the discretion of each State. Amendment of the 
specification to recite the date of the deposit and the complete name and full street address of the 
depository is required. 

If the deposits have not been made under the provisions of the Budapest Treaty, then in 
order to certify that the deposits comply with the criteria set forth in 37 CFR §1.801-1.809, 
assurances regarding availability and permanency of deposits are required. 

deposit over his or her signature, and re^ tin W ^ 

(a) during the pendency of this application, access to the deposits will be afforded to the 
Commissioner upon request; 

(b) all restrictions upon the availability to the public of the deposited biological 
will be irrevocably removed upon the granting of a patent on this appl 



material 



ication; 



© the deposits will be maintained in a public depository for a period of at least thirty 
years from the date of the deposit or for the enforceable life of the patent or for a period of five 
years after the date of the most recent request for the furnishing of a sample of the deposited 
biological material, whichever is longest; and 
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(d) ,he deposits wil. be replaced if they should become non-viable or non-rep.icable. 
In addition, . depos i t of the biologica , ^ ^ . ^ ^ 

Viabi lity may be tested by ,be depositor,. Tbe test mnst conelnde o„.y that .be deposited 
materia, is capable of reproduetion. A viabtlity statement for eaeb deposit of a bioiogiea! 
materia, no, made under the Budapest Treaty must be fi,ed in tbe app,ica,i„„ and must eontain: 
1 )The name and address of the depository; 

2) The name and address of the depositor; 

3) The date of deposit; 

4) The identity of the deposit and me accession number given by the depository; 

5) The date of the viability test; 

6) The procedures used to obtain a sampie if the test is no, done by the depository, Md 

7) A statement tha, the deposit is capable of reproduction. 

As a possible means for competing the record, applicant may submit a copy of the 
contracwith the depository for deposit and nmkmmc of each deposit. 

If the deposit was made after the effective filing date of the application for patent in the 
United States, a vertfied statement is reared ftom a person in a position to corroborate that the 
cell line described in the specification as filed is the S ame as tha, deposited in the depository 
Co.obora.ion may tahe the f„ m of a abowmg of a chain of custody from app.ican, to the 
depository coupled with corroboration tha, the deposit is identical to the bio,„gica, materia, 
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described in the speci fi cation and h fc ^ ^ fc ^ ^ ^ 



filed. 



Applicant a«e„,i„„ is directed ^ aWit 773 F . 2d . 1216> 22? uspQ „ (CAFC 
.985) and 37 CFR §1 .801-,.809 for taher informadon concerning dep „ sit practice . 



3. 



Claim Rejections - 35 USC§ 112-Scope of Enablement 

The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

person skilled in fhe art to vS it 0^°^' ^ eXaCt temS 38 to enable ^ 
make and use the same andlai ISn 1 K ! "J"* * " m ° St nearIy Connected > *> 
carrying out his invention ^ contem P^ by the inventor of 



4. 



Cairns 29-38 are rejected under 35 U.S.C. , ,2, firs, paragraph, because the specification 
wb„e being enabfing for a m e,bod for protecting . mammal agajns , 
adntinistering ,„ the manuna. a vacctne uprising a „ imm „„o logically effective m 
Neospora bo m „gc„ at e as „ in Examp , e , „ f fte ^ ^ ^ 

(NSA) ^ and a ve,eri„ari ly accep ta b,e cerrter, does no, re a so„ aWy provide en a b, m e„, 
for "a nretbod for proofing a mammal agaffisl neospwosiS; ^ ^ 

■—I a va ccine comprisi „ g „ imnuno]ogica||y ^ ^ rf> ^ 
ton, ce„s of which homogenate , s capabk ^ , ndudng a ^ 

neosporosts in . and a velennari|y ^ ^ ^ ^ 

connected, ,o make and/or use the invention co_ a .e h scope wilh ^ ^ 



against 
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" FUrthCr ' «" art specifically teaches ^ ^ ^ 

cells of A£>„ homogenates prepared from 

cells of Neospora, as recited in the claims, can be used to in. 

IWm ■ be USed t0 ^ porosis in mammals. 

Numerous pnor art references teach that homogenates preoared f v 

genates prepared from Neospora tachyzoites and 
cells mfected with Neospora tachyzoites can successfully re H 

death in m , ? ' infeCtion ** 

death in mammals. See Barret a 1 rv„*n- 

oarr et al. J. Vet Diagnosis. 1993 6(2)- 71ns- t ■ ^ 

Res 1 90s «™ , , ' ndS3y et aL AmJ. Vet 

The vaccine recited in the instantiv , i ■ , °r example. 

m ta ■ me ' h0dS *" " 0t - * *~ 

neosporosis. g a S ams t 

However, Applicants have found that preoarin, 

preparing homogenates from Neosvom t^h. 

H ' bee P a ge 15, lines 10-29 results ,« „ • 
(NSA) preparation that did not contain an y viabletachv 7 o> A , 

* ta chyzo,tes. Applicants have demonstrated 

*at the use of this preparation conferred immune protect" ■ 

v . P ° teCtl0n m mam ™ls challenged with 

Applicants are only enabled for this scone Th ■„ 

or mis scope. The specification does not teach <w 

other h „ mogenate> aMigen Qr 

„ f . t row mammals against neosporosis, i.e the use 

.^.^^^ » 

— * ~— — of AppHcanfa , homogena(e mM ^ ' 
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incorporated into the claims. While the «~ri(W 

SPeC,fiCa " 0n Cm be <° Provide definitive Supp „ rt 
the claims are not read in a vacuum Rather *. „t • 

C ' aim mUS ' be *«"*» -d compfcte in and of 
Ltmttationa from the specification wfi, „„, be reao mt0 the c]ajms 

^ ^ Pri ° r " - ' * «-* — tahle to mahe and use a 
vacciue capahle of c„„fe rtng protectIon ^ ^ ^ ^ ^ ^ 

prior art. lIie 

C/fl/w Rejections - 35 USC § 102 

^ — — tepara gra p. of 35 U ,C. 1 0 2tefomae 

basts for the teutons under this section made in this Office action: 



A person shall be entitled to 



a patent unless - 



(e) the invention was described in a , ' " ^ a** 

6- Claims 29-32 and 34-38 are rejected under 35 U S C 1 u ■ 

r J i5 C - 102 ^ b ) as bei "g anticipated by 

Conrad et al (WO 95/2554 1 ). 
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Conrad e, a, .each a ho„,o g e„a t e prepared fom . ^ rf ^ ^ 

' aChy20iteS ^ « < - Pase S, hnea 5,5, „ p age 23 

' meS 2 °" 22) ' " 15 tat «* cou,d be used f„ r to prevention of 

Neospora hafecdona, ,,, neoaporos. Conrad e, a, spec lMy ,eaeh adm, nistering to . _ 

,aeh yzoit es a„ d the ^ ^ ^ ^ ^ ^ ^ ^ 
specie bM „ s he,wee„ a. h „mo g e„a te and rhe sera M ca te daa, ,he h„ m „ g e Mte contams 

,ha, t he hom„ g e n a t e from a erode e xtract of „o, at ed bovine Neospom tachy2oites ^ ^ 
-e a„« 8 e„ie component presen, ,„ Nempora cmimm m _ , ^ ^ ^^^ ^ 

Tah,es L2. Therefore, dre ho m o g ena,e prepared fro m a erode exhac, ofis „, ated ^ 

«ch yzo i t es BP A1 and BPA2 tas ^ M[ . £njc compoMms (o hom ^ te 
spared iron, ^ cmimm NC . , tachy2ojtes ^ ^ teach ^ fc 

can he naed w„h ad d, ti o„ al inononon^ eonrponenia, such . ^ 
vanona adjovanis or cy1okine (page ^ ^ ^ ^ ^ ^ ^ ^ ^ 
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by recombinant technology. LastIy , Conrad e , „ (each (te fte vaccine/homogena(e preparatjon 

can be coined wi,h otter virus or bacteria, endotoxins eapable of taduetog a protect 
response agains, a disease or pathological condition (page 22, lines 1 -2). 

Applicants' specification defines homogenate" as "a preparation prepared by 
homogenizing or disrupting cells o{Neospora , They state ^ ^ ^ ^ 

all of fhe compear produced by fte ^ ^ ^ ^ 

.bus representing a "whole cell" prepay, Amatively, (he homogenate may ^ ^ 
fiactton of the total contend of the whole cell preparafton using „ ne or more 
■solahon or purification steps know to the art". See page 9, lines , ,-25 of the intfau, 
specification. Accordingly, "a crude exhae, of Neospora tochy^ reads on the ^ 

which teaches fha, parasites were harvested, cells were disrupted, the suspension was passefi 
fcough a filter ,o renrove cellular debris and ,aeby Z oi,e s were pelleted by cenfrifugauou. Mer 
— g the superuatau,, the peHe, was washed in buffer and .suspended in unified PBS 
1-30). This ntethod clearly meets Applicants . definjtion ^ ^ 

d-stuption of whole eells of Neospora taohyzoite, Addttionally, ,he merhods which use fractions 
and antigens prepared from ,he homogenate, disclosed by C 0nrad aIso anticjpate the c , aims 
because the specifications definition of -homogenate. ineludes «a fined™ „ f the total contents of 

the whole cell preparation using one or more fractionati™ • ^ *• 

B more fractionation, isolation or purification steps know in 

A. T . 1 + 



the art". 
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7. 



Claims 29-32 and 34-38 



Conrad etal (5,889,166). 



are rejected under 35 U.S.C. 102(e) as being anticipated by 



Cnnrad e, a, teach pbaruraeeutica, commons for , he _ ^ ^ ^ 
Neospora infections (abstrac( , The ^ ^ ^ a ^ ^ ^ ^ 

Neoapora taehyzoites are grown (col. 2, Unas 42-45) Vaccines tnav 

aCCmes w y comprise a crude extract of 

Neospora taehyzoites (column 12 lines 51 m T u ^ 

' " 52) ' ThC h0m °* e " ate P-Pared from a crude extract 
or ,o ted bovtne Neospora ^ BPA1 and BP A 2 has ^ ^ _ 

10 Ihe bomogenate prepared from Neospom canimm N& , ^ ft & 

— - 'Ws infected using C u„u re , erived tachyzoi.es mount a protective immune 

response and prevent transplacental infection of the fetus fcol n r ™ 

tCtUS (C ° L 1 llnes 6 0-65 and col. 28, lines 

one or more im_u,a,ory co„„ such as ^ . ^ ^ 

mterleukin- 1, 2 and gamm* 

. gamma. Tne vaccmes are designed to be given ,„ cattle and other ^ 

(col. 12, lines 39-42). 
drt Made ofR^n^ . 

Barta et al (Parasitol. R es . 1992. 78: 689-694). 

Barta et al teach a ho mog enate prepared fro m ^ tachyzoites Qf an ^ j ^ 



< ■ • 
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, rabbits with hve ^ 0 , achyzojtes of an KC, , olate for lhe productfon ^ 

teach that the rabbits were nmt*<+^ 

wis were protected against neosporosis nor dne* it t^u 
4 . P ' ° r d0es 11 teach or suggest methods for 

protecting a mammal against neosporosis.. 

Papers be directed to Group Art U„„ , M5 

Papers should be faxed to Group iZviTteX Ir"" T by faCSimile Emission/ 
axmg of such papers rrrutf confom, wTthenota ^SSf-'T' " ^ MaU '• The 
30(Novomber 15,1989). TheGroun 1 ««p nohce Pushed m the Official Gazette 1096 OG 
receive transmit 24 i^S* * 003) 308-4242 which is able ,„ °° 

exarutner can no™,,, be reached „„ M^^^WlTtt The 




